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REMARKS 

Claims 1-3 7, and 9 are pending in the pre^entj^^i^^^ Applicants appreciatively 
acknowledge the Exan^iner Whd^i^^^^"^?^ -J-^on of Claim 9 in response 

to their My 20, 2001, communication. However, Ihe Examiner has maintained her rejection 
of each of the pencfing Claims as allegedly being obvious under Langer (Clin, and Exper. 
Hypertension, 17(7):1127-1144 (1995)) and Udell (Information About Conjugated Lmoleic 
Acid, published by Soft Gel Technologies Incorporated). 

' Applicants beUeve that the remarks presented herein overcome all of the Examiner's 

remaining rejections. 

Three Requirements Must be Met to Establish ^ prima facie Case of 
Obviousness by a Preponderance of the Evidence 

To estabhsh a finding oi prima facie obviousness, the Examiner must show by a 
"preponderance of the evidence" that the claimed invention is obvious. (MPEP §2142). 
"The legal standard of 'a preponderance of the evidence' requires ... the examiner provide 
evidence which as a whole shows that ihe legal determination sought to be proved {i.e., the 
reference teachings estabhsh a prima facie case of obviousness) is more probable than not." 
(MPEP §2142; emphasis added). 

Tlie Examiner is well aware that there are i:hree requirements that must be satisfied in 
order to meet the evidentiary burdens requisite to establishing a. prima facie case of 

obviousnessfpiret, ^^^U^^^J^,^^.^,^^^ ^JSJ^J^^^^' 
themselves, or'^e knowledge generally^^dljleto^onc^^ 
^ili^dify^e references or to combine their teachings. A recent Federal Circuit decision 
articulates this point. In C.R. Bard. Inc. v. M3 Sys. Inc., the Federal Circuit held that 
providing a suggestion, teaching or motivation to combine the prior art references is "an 
essential evidentiary component of an obviousness holding." {C.R. Bard, Inc. v. M5 
Systems, Inc., 157 F.3d 1340, 1352 (Fed. Cir. 1998); emphasis added). Regardless of the 
source of evidence, the Examiner's showing "musx be clear and particular, and broad 
conclusory statements about the teaching of multiple references, standing alone, are not 
'evidence'." (/n re Dembiczak, 175 F.3d 994 (Fe<i. Cir. 1999); emphasis added). Thus, the 
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Exan^iner's burden ,s to present clear andp^jf^!!!^^^ 

^T^^^dS^T^T^t^T^^ since the Examiner is NOT one skilled 

^-s;n;r(;:^sr^^ ^ '° ^^^^ ^^'"''^ 

beUeve do not constitute evidence. (7n Rijckaer, 9 F.3d 1531 (Fed. Cir. 1993) ("The 
examiner's assumptions do not constitute the disclosure of the prior art."); S.e also, MPEP 
§2144 03) The Examiner's knowledge of relevant facts which are used to make the rejection 
only constitute evidence if entered into the record by affidavit. (5.., 37 CFR 1.107(b); MPEP 

§2144.03}. . . 

/le^^at the time of invention there must have existed a reasonabk expectafton ^ 

.ucce^^^'SJlhepzogose^^ 

§2143.02)^. 

(lS)the r^^^jrg^^M.mS§§i.Si^i.^^&^^- ^'^^^ "^^^ 

F.2d gsTfcCPA 1974); See also, MPEP §2143.03). This evaluation requires "[a]ll words m 
a claim must be considered in judging the patental.Uity of that claim against the prior art." 
{In re Wilson, A7A F.2d 1382,1385 (CCPA 1970)). 

Failure to establish any one of these three l equirements precludes a finding oZ^ prima 
facie case of obviousness and, without more, entitles the Applicants to allowance of the 
claims at issue. {See e.g.. Northern Telecorr. Inc. v. Datapoint Corp., 15 USPQ2d 1321 (Fed. 
Cir. 1990)). Applicants submit that even if the references are combined (wrongfully) they do 
not teach every claim element. In addressing this rejection. Applicants focus on the 
independent claims since non-obviousness of an independent claim necessarily leads to non- 
obviousness of claims dependent therefrom.' 

1. The Examiner has Failed to Establish a Prima Facie Case of Obviousness 

Claims 1-3, 7, and 9 are rejected under 35 U.S.C. §103(a), as allegedly being obvious 
under Langer and Udell. Applicants must respectiuUy disagree. In addressing this rejection. 
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AppUcants focus o. the indep^dent clai.. s^ce non-obviou^ess of an ^dependent d.m 
necessarUy leads to non-obviousness of claims dependent therefrom.^ 

AppUcants respectfully submit that the Exa™^^ 
due weight to the DeclarationofD^^fe^Do^.-^ -^h the Applicants' response to 

(See, Appendix 2). In thexr 

October 15, 2001, response the AppUcants respectfdly directed the Examiner's attention the 
a.on of Drs. Hong and Ip. In^SLS-l^ ^^^^^^^^.^^^^^ 

.„^nf rLA is NoxduejQ.^dghti^ 

angiotensin 1 r^^^iotcnsm 
^fi^i^r endotheUn converting enzyme, and ET-B endothelin receptor. (Furto^ Jhe 
Declarant' interpretation of ti.e L^JS^^^lliS^^^ 

in;;7references that flrejo c^^xo^o^^ 
relation to the treatment of hypertension. 

to the Applicants' D^^claratmn, the Examiner's ^gaes that the Declaration 

"merely demonstrates that CLA has an affect on compounds and receptors concei^red w.th 
vasoconstriction. AppUcants have not shown that weight loss is not a mediating factor." 
(Final Office Action, p. 4). TheExam^^ 

Declaration of Drs. Hong ^nl^^^^^^^^^^^E^^^^-^^^^^' 
^i ^^^^h^Il^ ^^'^^^^'^ ^^^ of fact contjm ed^2&BlS^^^^- 
^''~~J^^^^I^ZZ^^\\y remind the Examiner that she MUST consider and weigh all of 
the arguments and evidence presented by Apphcarcts in each communication. The MPEP 

'''''' *omce personnel should consider all «b..ttal^rguments^^^^^^ 

nresented by appUcants. . . . In re Beattie, 974 F.2d 1309. 1313, 24 USPQ2d 
?S 1042 Is ^^ed. Cix. 1992). . . . Offi.e personnel should -old givmg 
^d^ce no weight, except in rare circum,« See also In re Altar., 76 
F.3d 1168, 1174-75, 37 USPQ2d 1578, l5«2-83 (Fed. Cir. 1996). 
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* * * 



. 7<; TT <i r 1 03 should rest or aU the evidence and 

A determinaUon under 35 U.S-C. lUJ snouia rc!, » ptasecki 745 

should not be influenced by any earUer condusion. -|^'/''^f5'j3';;5 
F 2d at 1472-73, 223 USPQ at 788; In re El, Lilly & Co 902 F.2d 943, y4D, 
H USPQ2d 1741, 1743 (Fed. Cir. 1990), Thus, once the applicant 
iJeSS rehuttaUvidence, Office personnel should reconsider a^^mt^al 

1743. 

(MPEP § 2144.08; emphasis added). Indeed, the ^vpplicants' right to have the Examiner 
consider all of Ihe evidence of non-obviousness anew is especially true with regard to any fact 
based Rule 132 Declarations that the Applicants h.ve subnnWed. Tj^Applic^antsV^^ 
have their Rule 132 Declarations confedandrcsE,onded^^^^^ 

i:r^to J^IeTaLe of 7n re Reuter, the C.CP.A. held that "[a]s long as there is a 
^Te'stion of obviousness, no matter how trivial that question may seem, v,e thtnk appellants 
have the nght to have considered the Rule 132 affidavit." (/« re Orfeo, 169 USPQ 487 
(C C.P.A. 1971); See also. In re Reuter, 210 USPQ 249 (C.CP.A. 1981) (holding 
"[sltatements [contained in a Declaration submitted by the Applicant] are probative and at a 
minimum, constitute expert opinion evidence."))- 

As it stands, the Examiner has failed tojd<^^eresea^jfDi^^^,^iB 
presented in the Octob^5^0Sl,RulaA32^^^^^^^^^^ In particular. Drs. Hong and Ip 

•^Z^'^^c field m view of their respective curriculum vita) submitted that 
the Examiner's basis for makmgJls^itedcoBsbm^ 
theirexperimentalresultsj-i^se^^^^ 
^^ ^gtoS ife, as shown above. t trSarmner_ lsJjsFjutetiau^^ 

any evidentiary bas«. Applicants remind the Examiner that by law she is not one skilled in 
^T^^^iT^th^'assumptions do not constitute the disclosure of the prior art.") {In re 
Rijckaert, 9 F.3d 1531 (Fed. Cir. 1993). Thus, th(; Examiner has failed to establish a valid 
prima facie case of obviousness over the presently claimed invention. 

^^^^e, while Applicants again submit that Examiner has fajlelto^tabHsh a 
valid ;,ni«a/^« case of obviousness over the presently claimed invention, assuming 
;;;;;;;;^7S;rthr^ a^Wma/acfe case of obviousness, Apphcants 
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have more 1i.a. sufficiently rebutted the Ex^^ncr's case by prcsentir^g e^dence of r.on- 
obv.ou.css in tbe Hong and Ip De..at.on. Accord^y. Applicant, .b^t tba ^ 
Examiner had established a pn^a^±^£^-^ ^^^^^'^^^ ""^^ 

burden of estabUshi.g the primj^/jS^^J^^^^^^^^^BM^^^'- 
"i:;^n^^^above. Appl^ants submit that the Exammer has not properly 
considered their July 20. 2001, fact based Rule 132 Declaration which overcomes the 
Examiner's remaining obviousness rejection and places the presently claimed invention m 

condition for allowance. 



Conclusion 

AU grounds of rejection and objection of the Office Action of July 23, 2001 having 
been addressed, reconsideration of the application .s respectfully requested. It is respectfully 
submitted that the invention as claimed fuUy meets all requirements and &at the clamis are 
worthy of allowance. Should the Examiner believe that a telephone interview would aid m 
the prosecution of this application, Applicant encourages the Examiner to call the undersigned 
collect at (608) 218-6900. 



Dated; February 4. 2002 




Thomas J< 

Registration No. 47,436 

MEDLEN & Carroll, llp 
101 Howard St., Suite 350 
San Francisco, California 94105 
415.904.6500 
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APPENDU 1 

1 A method of treating hypertension ii. humans comprising: 

a) providing a subject and a composition comprising a safe and effective 
amount conjugated linoleic acid; and 

b) administering said conjugated hnolcic acid composition to said subject 
under conditions such that blood pressure of said subjects is reduced. 

2 The method of Claim 1 therein the conjugated linoleic acid composition is a. 
mixture of octadecadienoic acid isomers selected fi:om the group of cis-9, trans-11; cis-9. cis- 
n; trans-9. cis-11; trans-9, trans-Il; cis-10, cis-lZ; cis-10. trans-12; trans-IO, cis-12; txans-10. 
trans-12 octadecadienoic acid. 

3 The method of Claim 1 wherein the conjugated linoleic acid composition 
consists essentially of octadecadienoic acid isomer, selected from 9,11 octadecadienoic acid, 
10,12 octadecadienoic acid, and mixtures thereof. 

7. The method of Claim 1 wherein the conjugated linoleic acid is administered 

orally. 

9. The method of Claim 1 wherein said safe and effective amount of conjugated 
linoleic acid is about 0.1 grams to 20 grams. 
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APPENDIX 2 
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